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DETAILED ACTION 
Amendment Entry 

1 . The amendment filed November 1 9, 2004 has been entered. The examiner 
acknowledges the amendment to the specification. Claims 1-5, and 20-24 are 
cancelled. Claims 6-7 and 11-12 have been amended. Claims 25-30 have been newly 
added. 

Election/Restrictions 

2. Amended claims 6-7 and 12 and newly submitted claims 25-28 are directed to 
inventions that are independent or distinct from the invention originally claimed for the 
following reasons: The inventions are distinct, each from the other because of the 
following reasons: The inventions in claims 6,7and 12 are related as distinct methods 
because they are different methods with different method steps and different functions 
and those result in different final outcomes. First, the instant specification does not 
disclose that these methods would be used together, rather the specification states that 
the methods are separate and distinct. The methods are drawn to detecting different 
microorganisms. Moreover, the methods are unrelated as they comprise distinct steps 
and utilize different products which demonstrate that each method has a different mode 
of operation. Each invention performs this function using a structurally and functionally 
divergent material. For instance, the method drawn to claim 6 detects actively respiring 
microorganisms; has a trapping step wherein the trapping is on a solid filtration 
membrane; and contacts a primary prepared against a substituted formazan and 
secondary antibody. Such steps are not be necessary to practice the other methods. 
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In this case, the methods are separate and distinct, since only the method of claim 7 
requires the use of a lysozyme to form cellular debris wherein the viability marker is 
adsorbed on the surface of the cellular debris. Therefore, each method is divergent with 
respect to the types of microorganisms being detected and their associated steps. For 
these reasons the inventions of claims 6,7 and 12 are patentably distinct. 

Furthermore, searching the inventions of claims 6,7 and 12 would impose a 
serious search burden. A method of detecting actively respiring microorganisms 
comprising trapping the microorganism in a solid filtration membrane requires a different 
search than the other methods. Thus, a search drawn to this method is not necessary 
for a determination of novelty and unobviousness of the method of claim 7 which does 
not comprises those steps. Furthermore, the method of claim 6 may be known even if 
the method of claim 7 is novel. In addition, the technical literature search for the method 
of claim 12 and the method of claim 1 1 are not coextensive, since the method of claim 
12 may be characterized in the technical literature prior to discovery of the method of 
claim 11. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 6-10, 12-19 and 25-28 withdrawn from 
consideration as being directed to a non-elected invention. See 37 CFR 1 .142(b) and 
MPEP § 821 .03. Claims 1 1 and 29-30 are under consideration in this application. 
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Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on August 23, 2004 was 
filed after the mailing date of the non-final action on May 5, 2004. The submission is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the examiner is 
considering the information disclosure statement. 

Withdrawal of Objections and Rejections 

4. The following objections and rejections have been withdrawn in view of 
applicants' amendments and arguments: 

a) The written description rejection of claim 1 1 under 35 U.S.C. 112, first 
paragraph drawn to viability marker and reporter molecule; and 

b) The rejection of claim 1 1 under 35 U.S.C. 112, second paragraph. 

Response to Arguments 

5. Applicant's arguments filed November 19, 2004 have been fully considered but 
they are not persuasive. 

Terminal Disclaimer 

6. Claim 1 1 was provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claims 1 -25 of copending Application No. 10/053,871 . Applicant 
responded by submitting a Terminal Disclaimer between the instant claims and U.S. 
Patent 6,344,332. This terminal disclaimer fails to address the provisional rejection and 
is not proper since the provisional rejection was between the instant claims and the 
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claims of 10/053,871 . Therefore, the provisional double patenting rejection will remain in 
place since the conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

7. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

8. The rejection of claims 1 1 and 29-30 under 35 U.S.C. 103(a) as being 
unpatentable over Shih et al., (US Patent 4,026,767 published May 31 , 1977) in view of 
Harlow and Lane (1986) is maintained. The rejection was on the grounds that no more 
than routine skill would have been required to modify the method of detection as taught 
by Shih et al., to further incorporate using specific antibodies within the colorimetric 
assay as taught by Harlow and Lane. 

Applicants assert that the amendment to the preamble being drawn to the 
method being capable of detecting less than 10,000 cfu of microorganisms/ml 
overcomes the rejection. However, in response to applicant's argument, a recitation of 
the intended use of the claimed invention must result in a structural difference between 
the claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art. If the prior art structure is capable of performing the 
intended use, then it meets the claim. See In re Casey, 370 F.2d 576, 152 USPQ 235 
(CCPA 1967) and In re Otto, 312 F.2d 937, 939, 136 USPQ 458, 459 (CCPA 1963). In 
this case, the method of Shih et al., in view of Harlow and Lane is capable of detecting 
less than 10,000 cfu of microorganisms/ml and taking less than two hours to perform. 



Application/Control Number: 10/020,923 Page 6 

Art Unit: 1645 

no steps within the instantly claimed method which prevent the prior art method from 
detecting less than 10,000 cfu of microorganisms/ml. Moreover, applicants' have not 
presented any evidence to the contrary, stating that the prior art method is not capable 
of detecting less than 10,000 cfu of microorganisms/ml or taking less than two hours to 
perform. Therefore, applicants' arguments are not persuasive and the rejection is 
maintained. 

New Grounds of Rejection 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

9. Claims 1 1 and 29-30 are rejected under 35 U.S.C. 112, first paragraph, as failing 

to comply with the written description requirement. The claim(s) contains subject matter 

which was not described in the specification in such a way as to reasonably convey to 

one skilled in the relevant art that the inventor(s), at the time the application was filed, 

had possession of the claimed invention. This is a written description rejection. 

Claim 1 1 is drawn to a method for detecting 10,000 cfu/ml or less of 

microorganisms comprising: incubating the microorganisms with a nutrient medium 

containing a predetermined amount of a viability substrate, wherein metabolism of said 
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viability substrate by the microorganisms produces a viability marker; digesting the 

microorganisms; incubating the digested microorganisms with a primary antibody 

specific for the viability marker; conjugating the primary antibody to a reporter molecule 

to form a reporter-primary antibody complex; and detecting the reporter molecule. 

The MPEP states that the purpose of the written description requirement is to 

ensure that the inventor had possession, as of the filing date of the application, of the 

specific subject matter later claimed by him. The courts have stated: 

"To fulfill the written description requirement, a patent specification must 
describe an invention and do so in sufficient detail that one skilled in the art can 
clearly conclude that "the inventor invented the claimed invention." Lockwood v. 
American Airlines, Inc., 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In re 
Gosteli, 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989) (" [T]he 
description must clearly allow persons of ordinary skill in the art to recognize that [the 
inventor] invented what is claimed."). Thus, an applicant complies with the written 
description requirement "by describing the invention, with all its claimed limitations, not 
that which makes it obvious," and by using "such descriptive means as words, 
structures, figures, diagrams, formulas, etc., that set forth the claimed invention." 
Lockwood, 107 F.3d at 1572, 41 USPQ2d at 1966." Regents of the University of 
California v. Eli Lilly & Co., 43 USPQ2d 1 398. 

The MPEP lists factors that can be used to determine if sufficient evidence of 
possession has been furnished in the disclosure of the Application. These include "level 
of skill and knowledge in the art, partial structure, physical and/or chemical properties, 
functional characteristics alone or coupled with a known or disclosed correlation 
between structure and function, and the method of making the claimed invention. 
Disclosure of any combination of such identifying characteristics that distinguish the 
claimed invention from other materials and would lead one of skill in the art to the 
conclusion that the applicant was in possession of the claimed species is sufficient." 



MPEP 2163. 
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The claims are so broad that they encompass the detection of every type of 
microorganism, however applicants have not described such a method. The instant 
specification fails to provide a method wherein all microorganisms are detected with 
only one primary antibody. The specification fails to teach that every type of 
microorganism can be used within the claimed method. There is no teaching that 
incubating the microorganisms with a nutrient medium containing a predetermined 
amount of a viability substrate, wherein metabolism of said viability substrate by the 
microorganisms produces a viability marker will produce a marker in all parasites, 
viruses, fungi, yeasts and bacterium. Moreover, there is no teaching that all forms of 
microorganisms can be detected with said method. 

There is no written description of any method steps which teach such broadly 
claimed methods. There are no examples that teach the detection of each and every 
type of microorganism. The claims fail to recite the necessary method steps, such as 
how the detection of the microorganisms occurs. There are no data showings that the 
marker will be found in every microorganism. The specification does not provide a 
substantive description that the claimed method is capable of detecting the marker in all 
microorganisms. This demonstration is required for the skilled artisan to be able to use 
the claimed method for their intended purpose of detecting the microorganisms. The 
generic statements drawn to the method of detecting 10,000 cfu/ml or less of 
microorganisms does not provide ample written description for the method. 
Furthermore, the statements the method being capable of detecting viruses, parasites 
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and fungi does not sufficiently provide ample written description since only bacteria will 
metabolize the viability substrate and produce a viability marker. 

As stated earlier, the MPEP states that written description for a genus can be 
achieved by a representative number of species within a broad generic. It is 
unquestionable claim 1 1 is a broad generic with respect all possible microorganisms 
encompassed by the claims. The possible structural variations are limitless to any class 
of microorganisms. Moreover, the specification lack sufficient variety of species to 
reflect this variance in the genus since the specification does not provide any examples 
of anything other than bacteria. The specification is void of any microorganism which 
could be used within the instantly claimed method. The specification is limited to 
bacteria. The description requirement of the patent statute requires a description of an 
invention, not an indication of a result that one might achieve if one made that 
invention. See In re Wilder, 736 F.2d 1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 
1984) (affirming rejection because the specification does "little more than outlin[e] goals 
appellants hope the claimed invention achieves and the problems the invention will 
hopefully ameliorate."). Accordingly, it is deemed that the specification fails to provide 
adequate written description for the genus of the claims and does not reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the entire scope of the claimed invention and the claims 
are rejected. 
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10. Claims 1 1 and 29-30 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The preamble of the claims is drawn to a method for detecting 10,000 cfu/ml or 
less of microorganisms, however the recited steps within the method comprise an 
incubation step; a digesting step; an incubation step; a conjugation step; and a 
detection step where the reporter molecule is detected. There is no correlation step 
which correlates the detection of the reporter molecule to detecting 10,000 cfu/ml or 
less of microorganisms. Therefore, the goal of the preamble is not commensurate with 
the steps of the method that are drawn to detecting microorganisms. 

Claim 29 is unclear with respect to the microorganisms comprising 1 ,000 cfu/mL 
or less what microorganisms' applicant is referring too, i.e., the ones within the first 
incubation step or the digested microorganisms. Furthermore, it is unclear whether 
applicant is stating that when the first incubation occurs with 1 ,000 cfu/mL or less of 
microorganisms; if so it is unclear how/why one skilled in the art already knowing how 
many microorganisms are present would perform this method of detection. 

1 1 . Claims 1 1 and 29-30 are rejected as being incomplete for omitting essential 
steps, such omission amounting to a gap between the steps. See MEP. § 2172.01 . 
The claims lack an essential correlation step that correlate the detected reporter 
molecule to detecting microorganisms as previously discussed. Therefore appropriate 
correction is required. 
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12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ja-Na Hines whose telephone number is 571-272-0859. 
The examiner can normally be reached on Monday-Thursday and alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Ja-Na HinesQ^ 
June 7, 2005 




^CHNOIOGY CENTER 1600 



